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Attached please find the EAB review of...

Reg./File No.:

50658 - EUP - R

Chemical: Avermectin Bj

Type Product: I

Product Name:

Company Name:

Submission Purpose:

Appl exposure assessment crop destruct
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ZBB Code: ?

Date In: 8/15/84
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ACTION CODE: 701

EAB # 4515
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OFFICE OF

MEMORANDUM l 0 S EP 1984 PESTICIDES AND TOXIC SUBSTANCES

SUBJECT: Toxicology Branch Request for Exposure Assessment
of Avermectin Bj; 50658-EUP-R; Accession #252431

TO: George LaRocca
Product Manager #15
Registration Division (TS-767)

and

William Dykstra,Ph.D.
Toxicology Branch
Hazard Evaluation Division (TS-769)

THRU: Joseph C. Reinert,Ph.D. ngl '

Chief Special Review Section
Exposure Assessment Branch U )
Hazard Evaluation Division (TS-769C)

The Toxicology Branch requested on 9 July 1984 that an
eéxposure assessment for ground boom and aerial application
of Avid™ be conducted for mixer/loader, applicator, and re-
entry activities by 60 kg pregnant women. The requested
exposure assessment was to be based on a surrogate carbaryl
study submitted by Merck Sharp & Dohme Research Laboratories
(Avid™ 0.15 EC Miticide/Insecticide Used on Ornamentals: Risk
Assessments for Ground Boom Application and Reentry Based on
Surrogate Studies. Submitted on 21 February 1984.).

The surrogate study was evaluated by Frank Prince,Ph.D.
of EAB on 20 April 1984. Dr. Prince determined that the
Merck study was inadequate because the study was based on a
field crop (potato) scenario rather than an ornamental scenario
(or citrus) and because actual reentry exposure was not
determined. Dr. Prince recommended that "additional supporting
data ...actual or surrogate exposure assessment data for an
ornamental use scenario (and) reentry exposure assessment data"”
be submitted.

A memorandum of 26 July 1984 from David Severn, Chief of
EAB, to William Burnam, Chief of the Toxicology Branch,
turther addressed the question of an exposure assessment for
avermectin on ornamentals. The memo stated that EAB could not
comply with the Toxicology Branch request for an exposure assess-
ment because of the difficulty of extrapolating the application
rates from our surrogate data to the extemely low application
rate (0.02 1lbs a.i./acre) used with Avid™. A copy of that
memorandum is attached.



On 20 August 1984 Merck Sharp & Dohme Research Laboratories
submitted additional data in support of their EUP application.
The submission, Experimental Use Permit Application for
Avermectin By 0.15 Pound/Gallon Emulsifiable Concentrate on
Citrus (50658-EUP-R) Supplemental Information-Accession
#254459, consisted of three attachments. The three attachments
concerned fate, residues, and metabolism of Avermectin Bj] and
therefore are not of assistance in assessing mixer/loader and
applicator exposure.

The Exposure Assessment Branch would require field
exposure studies in citrus orchards and on ornamentals for
mixer/loaders, applicators, and field workers from the
registrant in order to proceed with the Toxicology Branch

request.
ézéiif% dZLhAaAZoz/

Curt Lunchick, Chemist

Special Review Section

Exposure Assessment Branch

Hazard Evaluation Division (TS-769C)
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'David J. Severn, Chief - N
~ Exposure Assessmant Branch SN
Hazsrd Evaluation Division (TS-76%C) . Y. -
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TO: william L. Burnam, Chief .~ -
Toxicology Rranch - :
Razard Evaluatioe Division (T5-763C)
FABR has locked into the posaibility of preparing an oxpasutt‘;aﬁywé
asseasmant for the scction 18 request for avermectrin on orna= 'zéa*"
mentals, as you requested, ~The difficulty 1s that the applicatic ffer
rate i{s extrerely low (0.02 1bs ai/acre). Our surrogate data'iggg;f
haxe for resticide exposure during application te ornanentals s .- ¥iks
very mcanty, and we have zhsolutely no useful data on field . .77
worker exposure. Such applicator data as we pOBSeRs are for
ruch higher application rates, and vs would have little confliden

in extrapolation to the propcsed avernectrin use rate. CoE

v,
B

EAE received from the registrant (submitted in conjunction
with the rocent citrum action) an exposure asaessment (not an
actual fileln study) such as you requested, Ve rajected it
bacause the surrogatas study utilized was {inappropriate for esti-
rating exposure during application to ornamentals. :

EAB thus cannot comply with your request for &n exposure A%Qq
asressmant for this mection 18 action. If the reaistrant requests ..

most likely require fisld sxposure studies for applicators and .- %
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field workers. : : - A
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